
r 

G. 

F:, 
:: ” 



50 

[SEALOMYJTED] 

Department of Health Education and Welfare 
Public Health Service 

Food and Drug Administration 
RocKlIe, Maryland 20857 

November 25,198O 

John F, Banzhaf, III 
Peter N, G+orgiades 
Action on Smoking and Health 
2000 H St., NW 
Washington, DC 20006 

Re: Docket Nos. 77P41ffi 
73P-o333/CP 

Dear Messrs. Banzhaf and Ceorgiades: 

This replies to the pending requests in the petitions 
filed by Action on Smoking and Health (ASH), et al,, on 
May 26, lib'?? (Petition No. 1) and on Octeber 2, 19’73 
(Petition No, 2), snd supplements to them. Your peti- 
tions request the Food and Drug Administration (FDA) 
to recognize its jurisdiction over the following as medi- 
cal devices within the meaning of section 201(h) of the 
Federal Food, Drug, and Cosmetic Act (the Act), 21 
US,C. 32101): 
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(1) Cigarettes containing nicotine (Petition 
No. 1); 

(2) Cigarette Nte~s, wfiich you describe as basi- 
cally “the ‘detached’ titer, which is purchased 
separately &om the cigarettes and is installed by 
the smoker on the end of the cigarette” and We 
‘attached’ filter (which] . . , is an integral part of- 
many brands of cigarette” (Petition No:2, pp. 5 
6). - 

ASH aIso requests that FDA commence rulemaking 
to determine an appropriate scheme for reguIating 
cigarettes and cigarette filters as medical devices. 

We’till respond first to Petition No. 1 concerning 
cigarettes containing nicotine and next to Petition No. 2 
concerning cigarette filters. Because we agree with 
your statement (Petition No. 2, p. 6) that ‘it is con* 
ceptually easier to cliacuss detached and attached filters 
separately,” we will respond separately with respect 
to “attached” and “detached” filters. FinalIy, we wiIl 
respond to your request that FDA commence rule- 
making to determine an appropriate regulatory scheme. 
In preparing our response, we have considered the 
comments and other documents filed with the respec- 
tive petitions in the Dockets Management Branch 
(formerly the Hearing Clerk’s office) as well as the 
petitions themselves. 

I, Qgarettxs Containing Nicotine 

For the reasons discussed below, we are denying 
the pending requests in Petition No. 1 concerning 
cigarettes containing nicotine as “devices,” 
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Petition No, 1 (p. 31) eets forth your view that 
“cigarettes containing nicotine could be regulated 
either as ‘drugs’ or as ‘devices.‘” As you know, on 
December 5,1977, we denied ~OIX request to recognize 
jurisdiction over cigarettes containing nicotine under 
the definition of “drug” in section 201(g) of the Act, 
21 USC. 321(g). That denial has been extensively 
briefed, both before the District Court and the United 
States Court-of Appeals for the Diet&t of Cohrmbia, _ 
where the matter is presently pending, (ASH V. Huti, 
D.C. Cir., No. ‘79-1397). The “drug” issue will not be 
further discussed here. 

Petition No. 1 broadly requests (e.g., p. 31) that FDA 
recognizi jurisdiction over cigarettes as a “device” 
under section 201(h) of the Act, but does not specifically 
assert or present evidence that cigarettes are a 
“device” under the provisions of clauses (1) OP (2) of 
section 201(h), 21 U.S,C, 321(h)(l) or (2). We find that 
ciga,rettes are not recognized in the official National 
Formulary or the United State6 Pharmacopeia, or any 
supplement to them, and that there is no evidence in 
the petition that cigarettes are intended for use in the 
diagnosis of disease or other conditions, or in the cure, 
mitigation, treatment, or prevention of disease, in man 
or other animals. Accordingly, insofar as Petition No. 1 
may be deemed to request that FDA regulate dga- 
rettes containing nicotine as a “device” under section 
ZOl(h)( 1) ,or (2) of the Act, we deny your request. 

With respect to the application of section 201(h)(3) of 
the Act, 21 U.S,C. 321(h)(3), Petition No. 1 a.sserts that 
when the defmition of “device” was enacted in 1938 
it was intended to expand the agency’s jurisdiction 
beyond that provided over “drugs” (p, 30) and that the 

’ “device” category is 
“drug” (p. 31). 

a far broader category than 
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that of 

The legislative history of the development of the 
definitions of “drug” and “device” as enacted in 1938 is 
discussed at length by the Supreme Court in United 
Stutes u. An Article of hg . . . Bacto-&disk, 394 
U.S. 784, 794400 (1969), where the Court treats the .. 
interpretation of the “‘intended uee” potion of both 
definitions ea presenting the game issues when con- 
sidered under either section 201(g) or then 201(h). The 
ianguage of current section 201(h)(3) was contained in 
the “device” definition prior to the “Medical Device 
Amendments of 1976,” (the amendments), Pub. L, 94- 
295, PeGtion No. 3 fails to establish that there are any 
differences between the scope of “device” jurisdiction 
before and after the amendments that are pertinent to 
determining whether cigarettes containing nicotine are 
“intended to affect the structure or any fullction of the 
body of man” within the meaning of section 201(h)(3) of 
the Act. Also, there is no suggestion in the legislative 
history of the amendments that Congress intended that 
portion of the definition to be interpreted in a different 
manner than it had been previously or than the identi- 
cal language found in the “drug” definition in section 
201(g)(l)(C) of the Act, 21 U.S.C. 321(g)(l)(C), 

The report on the amendments by the House. Com- 
mittee on Interstate and Foreign Commerce (H.R. Rep, 
No. 94-%3,94th Gong., 2d Sess,, p. 14 (1976)) notes that 
the purpose of amending the definition is “to draw a 
clear distinction between a ‘device’ and a ‘drug’;” that 
the definition generally retains provisions of existing 
law concerning intended use; that those characteristics 
are alsa used in the definition of a “drug” in section 
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201(g) of the Act; but, adds the chemical action and 
metabolism modification to “remov[el the gray area 
that exists under present definitions.” 

Specifically, there is no evidence jn the legislative 
history that Congress intended to include cigarettes 
within the definition of “device” nor does the legislative 
history contain any discussion of a possibility that ciga- 
rettes were “devices” within the prior definition, 

The amendments were thoroughly considered, and 
%he legislative history discusses the types of products 
intended to be regulated and the types of health haz- 
arde with respect to which the amendments were 
intended to provide authority. Cigarettes we not 
mentioned even though Congress was aware of the 
considerable fiublic discussion of the health hazards of 
cigarette smoking, It is, therefore, not ressonabie to 
consider cigarettes as ‘Qevices” when the& was rio 
discussion in the legislative history of congressional 
jntent to provide jurisdiction over cigarettes or to pro- 
vide authority suitable to the regulation of cigarettes, 

FDA has long believed and has repeatedly advised 
inquirers that cigarettes aa customarily marketed are 
intended solely for smoking purposes or smoking 
pleasure and are not within FDA’s jurisdiction under 
the Act. Indeed, this interpretation is involved in the 
pending appeal in ASH v. Hati, FDA’e Iong- 
standing interpretation that it has no jurisdiction over 
cigarettes, absent evidence of the requisjte intended 
use which brings cigarettea within’ the Act, is well 
known, That “statutory construction has been ‘fully 
brought to the attention of the public and the Con- 
gress,’ and the latter has not sought to alter that 
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interpretation although it has amended the statute in 
other respects, [thus] presumably the legislative intent 
has been correctly discerned.” United States v. 
Rzcthe7ford, 99 S. Ct. 2470’2476 n.10 (19’79), 

As stated, Congress has long been aware of the 
agency’s interpretation. See, e.g., &ari.ngs Before the 
Committee on Interstate and Foreign Commerce, 
House of Representatives, 89th Gong., 2d Sess., on Bills 
Regulating the Labeling and Advertising of Ci&rettea 
and Relating to Health Problems Associated with 
Smoking, pp. 13-19 (19&I); Hearings Before the Com- 
mittee on Interstate and Foreign Commerce, House of 3 
Representativee, 89th Gong., 1st Sess., on H.R. 2248, 
etc., Cigarette Labeling and Advertising-1965 (1965); 
Hearings Before the Consumer Subcommittee of the 
Committee on Commerce, United States Senate, 92d 
Gong., 2d Sess., on S. 1454, Public Health Cigarette 
Amendments of 1971, 239-252 (1972), Ailhough bills 
have been introduced to amend the Act to include 
cigarettes, these attempts have failed. See, e.g., HR. 
11280, 84th Gong., 2d Sesg, (1956) (to estabbsh stan- 
dards of purity, quality and fitness for human 
consumption); S. 2554,85th Gong., 1st Sess. (1957) (la be1 
warning requirement); HR. 592,Gth Gong., 1st Sess. 
(1957); S. 1682,88th Gong., 1st Sess. (1963); H.R. 5973, 
88th Gong., fat Sese. (1963). H.R. 22&,89th Gong,, 1st 

Sess. (1966); H.R. 279, 96th Gong,, 1st Seas, (1979). 
Evidence in the legislative history of those bills indi- 
cates that the bills were intended to expand, and not 
merely to clarify, FDA’s jurisdiction under the A& 
For example, when Senator Moss intzoduced’S. 16+32, he 
explained that “this amendment simply places smoking 
products under FDA jurisdiction aIong with foods, 
drugs, and cosmetics.” 109 Cong. Rec. 10322 (1963). 
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FDA has, however, occasionally had evidence that 
cigarettes have been represented as effective for the 
prevention or treatment of respiratory and other dis- 
eases or for weight reduction. FDA has regarded 
cigarettes which were so represented by manufacturers 
or vendors as “drugs”. See, e.g., United States v. 46 
Cartons . . . Faiqhx Cigarettes, 113 F. Supp, 336 (D. 
NJ. 1953); United St&s v. $54 Bulk Cm-tons . . . 
T&z Reducing-Aid C&w&%a, 178 F, Supp. 847 (D, 
NJ. 1959). 

An article gray be within FDA’s jurisdiction if there 
is objective evidence that the manufacturer or vendor 
intends that the article is to affect the structure or a 
function of the body. In detelmg the intended use of 
a product, FDA considers the expressions of the person 
*legally responsible for its labeling and the circwn- 
stances surrounding its distribution. Petition No.. 1 
does not contain examples of any representations by 
the manufkturers or vendors of cigarettes establishing 
that cigarettes are intended to affect the structure or 
any function of the body of man. 

Petition No, 1 (p. 5) asserts that cigarettes per Be 
affect the structure and functions of the body. How- 
ever, effects alone do not establish jurisdiction under 
section 201(h)(3) of the Act. Even assuming the ac- 
curacy of the assertions a3 to the effects of cigarettes, 
the petition does not establish that these effects are 
intended. 

Evidence of consumer intent in using a product can 
be relevant in determining the intended use of the 
product, and we have cobsidered the evidence of con- 
sumer intent presented in Petition No. 1. ASH asserts 
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that consumers use cigarettes with the intent of affect- 
ing the structure or functions of their bodies but the 
petition does not establish this contention. Indeed, 
petitioners admit (e.g., Petition No. 1, p. 2) that con- 
sumers smoke for a variety of reasons. 

After a review of aU the evidence on Petition No, 1, 
we conclude that the evidence presented by petitioners 
fails to establish that cigarettes are intended “to affect 
the structure or any function of the body” within the 
meaning of section 201(h)(3) bf the Act. 

In addition, we have considered whether granting 
your request to assert jurisdiction over cigarettes as 
“devices” wodd req$.re action precluded by another 
act of Congress, specifically the Federal Cigarette 
Labeling and Advertisbg Act (FCLAA), 15 U.S.C. 
1331-1340, ae amended (Petition No. 1, pp; 20-30 and 
Exhibit IX). 

In enacting the FCLAA, Congress was aware that 
FDA does not consider cigarettes, absent evidence of 
the requisite intended use, to be within FDA’s juris- 
diction under the Act, See, e.g,, Hearings on RR, 2244 
etc., at 193 (1965), fn a March 22, 1965, letter to the 
Chairman of the Senate Committee on Commerce con- 
cerning cigarette labeling and advertising, the Secre- 
tary of then Department of Health, Education, and 
.Welfare (HEW) Anthony J. Celebrezze recommended 
that regulatory authority concerning cigarette labeling 
be vested in HEW. Secretary Celebrezze argued that 
HEW should be authorized ta require statements on 
the labeling of cigarette packages and to prohibit or 
reguiate the use of statements that might give con- 
sumers the misleading impression that a given 
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cigarette is safer than others. Hearings Before the 
Committee on Commerce, United States Senate, 89th 
Cong., 1st Sess,, on S. 559 and S. 54’7, Bills to Regulate 
Labeling of Cigarettes and For Other Purposes, pp. 2% 
26 (1965). Secretary Celebrezze recommended that the 
preferable manner for vesting regulatory yesponsibility 
would be by way of amendment to the federal Hazard- 
ous Substances Act (FHSA), Rather than providing the 
regulatory authority recommended by HEW, Congress 
mandated a specific warning, and preempted the impo- 
sition of a requirement of any other statement relating 
to smoking and health on cigarette packages. SimiMy, 
Congress opted for the requirement of reports to 
Congress concerning smoking and cigarette labeling, 
jncluding recommendations for legislation, We beIieve 
that the FCLAA, as amended, and it3 legislative his- 
tory is strong evidence that Congress did not intend 
cigarettes as customarily mketed, and absent evi- 
dence of the requisite intended use, to be regulated by 
FDA under the Act. 

We are also mindful of the fact that congress has 
specifically excluded tobacco or tobacco prod&s from 
the coverage of other st-atutes that otherwise might 
have applied to them. Thus, tobacco or tobacco pro- 
ducts were excluded frtirn the definition of “hazardous 
substance” under the FHSA, 16 U&C, 1261(0(2); from 
the defjnition of “consumer product” under the Con- 
Eumer Product Safety Act, 16 U.&C. 2052(a)(l)(B); 
from the definition of ‘khemical substance” under the 
toxic Substances Control Act, 16 U.S.C. X102(2)(B)(ii); 
from the definition of “controlled substance” under the 
Controlled Substances Act, 21 U.&C. 802(6); and from 
the definition of “consumer commodity” under the Fair 
Packaging and Labeling Act, 16 VS.C, 1459(a)(l), 

Those actions are indicative of the policy of Congress 
to limit the regulatory authority over cigarettes by 
Federal agencies, This is particularly true of the 
amendment of the FHSA to specifically exclude tobacco 
and tobacco products fi+om the definition of “hazardous 
substance,” 16 U.&C, 1261(f)(2), encated in response LO 
American Public He&h A&n v. Consumer Prod& 
Safety Cmwz’n, Citil Action No. 941222 (III&C, April 
23, 1975) (Exhibit IX to petition No. 1). That case had 
held that the Consbmer Product Safety Commission 
(CPSC) had jurisdiction to consider the promtigation of 
a rule banning high tar cigarettes from interstate 
commerce. S. Rep. No. 94-251,94th Gong., 2d Sess. 5 
(19’76). See also the letter from Elmer B.. Staats, Comp- 
troller General, to the Hon. Sam J. Ervin, Jr,, Chair- 
rnw, Senate Committee on Government Operations, 
120 Cong. Rec. S. 6225,6227 (daily ed. April B&1974), 
advising that, although the definition of “hazardous 
substance” knight literally include tobacco products, the 
FCLAA and its amendments “preempt the field of 
cigareke smokbg and its relation to health.” 

For the above reasons, FDA is denying yaw request 
to assert jurisdicrtion over cigarettes containing nicotine 
aa “devices” under the Act. 

II. Attached btte Filters. 

Petition No, 2 requests that FDA recognize juris- 
diction over attached $garette titers, which ASB des- 
cribes as an “integral part of many brands of cigarette” 
(p, 6), as “devices” under section 201&)(2) of the Act. 
For the reasons discussed below, we are denying this 
request. 
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ASH asserts that the manufacturers of cigarettes 
are making implied claims that bring attached fjlters 
within the definition of device. Petition No. 2 provides- 
examples of filter cigarette labekng and advertising, all 
of which include representations as to the level of 
tar, nicotine, or other constituents of cigarettes or of 
cigarette smoke, ASH contends (Petition No. 2, pa 3) 
that “. . . cigarette filters, which are designed 
and sold to remove-tar, nicotine or harmM gases from 
tobacco smoke fall squarely within th[e] literal 
language” of the statutory definition of “device”. In 
addition, ASH asserts that “cigarette manufacturers 
are using a wide variety of filters and each is making 
express or implied claims that the use of its filter wSl 
mitigate, treat or prevent smoking-related diseases by 
removing the ‘tar,’ nicotine OP gases from the tobacco 
smoke” (Petition No, 2, p. 14}, 

In this.connection, we have also reviewed the ciga- 
ret& advertisements presented to the Anesthesiology 
Device Section of the Respiratorg and Nervous System 
Devices Panel (formerly the Anesthesiology Device 
Classification Panel), In addition, we have considered 
the, transcript of the Panel’s deliberations concerning 
cigarette filters and the conclusion of the Panel that. 
attached cigarette filters are “devices.” We do not 
agree with the Panel’s assessment of advertisements 
for Bh,eti cigarettes and find that the advertisements 
-presented to the Panel are of the same nature as 
the filter cigarette advertisements attached to Petition 
No, 2. 

Representations in cigarette labeling or advertising 
of the nature of those in the record of Petition .No, 2 as 
to the absolute or relative quantity of hazardous 
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constituents of cigarette smoke or t1s to the safety of 
the cigarettes do not make the cigarettes or their f%ers 
intended for use in the mitigation, treatment, OP pre- 
vention of disease. 

The representations in the filtered cigarette labeling 
and advertising in Petition No. 2 are made in the eon- 
text of long-standing public discussion of potential 
health hazards of smoking and, in recent years, of 
warnings which have been statutorily required on 
cigarette packages. ASH provided in Petition No. 2 as 
“good examples” @. 11) of implied claims a series of 
advertisements (Exhibits H-O) (see alz+o pp, 11-14 and 
Exhibits P-W), ASI itself admits that the advertiae- _ ments do not imply that there is a he&b benefit for 

t which purpose. the filter cigarettes should be used, 
absent the desire to smoke (p. 12; see also Petition 
No. 1, p. 34). 

Where, as here, attached filters are at most repre- 
sented as making the cigarettes to which they are 
attached less hazardous to smoke, neither the ciga- 
rettes nor the atera are thereby intended for use in the 
mitigation, treatment, or prevention of disease. 

FDA or its employees may have previously re- 
sponded in a different manner to inq&es about-ciga- 
rettes. FDA’s position. concerning representations of 
the types discussed above for cigarettes with attached 
filters is set forth herein and any inconsistent prior 
statements or opinions issued by or on behalf of FDA or 
any of its employeea are hereby rescind&, 

ASH asserts that objective evidence other than 
manufacturers’ claims can be material to a* deter- 
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&nation of intended use under the statutory definition, 
and that National N?.&timual Food A&n v. Food and 
Drug Adminittmtion, 504 F.2d 761(2d Cir, 1974), cert. 
dried, 420 U.S. 946 (1!%5), is authority for this inter- 
pretation (Petition No. 2, p. Zl), We agree. However, 
the court there held that the vendois intent is the 
erucial’element in the statutory definition and that 
objective evidence sufficient to pierce the manu- 
facturer’s aubjective,claGns must be presented (504 
F-24 at 789). 

As Petition No. 2 also discusses, in Natdonal NJ&% 
tional Fooda Rss’n v. WGaberger, 612 F2d 688 (26 Cir. 
19X), the court indicted that a finding that the .pro- 
duct ,wes- used by consumers al?ost exclusively for 
,therapeutic purposes could support a detei-rnination 

‘. ,that the product was ti&nded for use in ti.e cure, 
mitigation, prevention,, or treatment of disease (512 
F.2d at 703), In Nathzul Nutvitimal Foods Ash v. 
l&.&ma, 557 F,2d 326 (2d Cir. 1977), the court reiter- 
ated that vendor intentin selling a product to. the pub& 
is the key element in the statutory definition (657 F.Zd 
at .333). Those casea support FDA’s position that it is 
the intent of the manufacturera or vendors that objec- 
tive evidence must establish and that evidence of con- 
sumer use can be one element of objective evidence to 
be weighed in determining if the intended purpose of a 
product subjects it to regulation under the Act. ASH 
has not established that consumem use attached ciga- 
rette f&era for the prevention, mitigation, 01: treatment 
of disease to the extent necessary to allow FDA to 
impute the requisite.intended uses to manufacturers or 
vendors, 
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The evidence presented in Petition No. 2 concetig; 
consumer intent regarding attached filters establishes 
at most that many consumer5 may regard attached 
filters as reducing exposure to hazardous constituents 
of cigarettes and creating a %afer” cigarette. As noted 
above, thie will not .bring attached titers within t.he 
definition of “device”. 

Baecause attached. filters &e necessarily used with 
the tigarettes of which they are constituent parts, the 
intent of consumers in using attached aten is rea- 
sonably understood and assessed together with eon- 
sumer ‘intent with respect to titered cigarettes. ASH 
has not asserted that cigarettes with .filters are 
i&ended to prevent, mitigate, or treat disease. Petition 
No. 1 expressly disclaims reliance on such an assertkm 
when it discusses FTC v. Gggeti & Mvp Tobacco Co., 
,180 F. Supp. 573 (S.D.N.Y. 1952), a@$, 203 F.2d 955 (2d 
Cir. 1953). Petition No. 1 characterizes as “tenuous” 
the very line of reasoning that Petition No; 2 relies 
upon in asserting that attached cigarette filters are 
intended to mitigate, treat, or prevent disease (Petition 
No. 1, p. 17). 

. . 

We have also considered ASH’s arguments con- 
cerning the intent of researchers, and find that the 
material in Petition No. 2 concerihg that intent does _ _ ---- 
not lead to different conclusions than does the evidence 
of consumer intent regarding attached filtere. 

For these rea8ons, FDA is denying your request to 
assert jurisdiction over attached filters as “devices” 
under the Act. We believe that congressional consider- 
ation ‘of cigarettes included filter cigarettes and, as 
discussed in Section 1, supports our conclusion that 



attached filters, as cu.stomarily marketed, are not 
within FDA’s jurisdiction. 

III. Detached Filters 

ASH contends that detached filters, which are pur- 
chased separately from cigarettes and “installed by the 
smoker on the end of the cigarette” (Petition No. 2, p. 
6), are subject to FDA’s jurisdiction because: 

1. Detached flters axe advertised as useful in the 
mitigation, treatment, or prevention of disease (p. 6); or 

2. Detached filters are advertised as useN aids in 
efforts to stop smoking and, therefore, are articles 
intended to affect the structure or function of the body 
or to mitigate, treat, or prevent disease (p. 8); or 

3, Consumera use detached filters intending to miti- 
gate, treat, or prevent disease (p. 16). 

For the reasons stated below, th;! requests in 
Petition No. 2 tith respect to detached filters are 
granted in part and detied &part. 

We have reviewed the labeling and advertising sub- 
mitted in Petition No. 2 concerning detached filters tb 
determine whether representations for these products 
establish that detached filters are intended to be used 
to mitigate, treat, or prevent disease or to affect the 
structure or function of the body. We agree that some 
of that labeling and advertjsing establishes that, manu- 
facturers of certain detached filters, i.e., One Step At A 
Time, Venturi, and Nu Life Smokers Et, have made 
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representations that would bring these products under 
the device definition and, thus, FDA’s jurisdiction 

The labeling and advertising submitted for other 
detached filters, i.e., Aquafilter and Medico Charcoal 
Filters, do not establish that these products are in- 
‘tended for a purpose that would bring them within the 
definition of device. 

We would point out that all of the detached filters for 
which labeling and advertising were xubmitted in 
Petition No. 2 are intended to reduce the amount of tar, 
nicotine, or gases inhaled by the smoker or to aid the 
smoker to reduce or stop smoking. This does not 
establish manufacturer intent to mitigate, treat, or 
prevent disease, OP to affect the sfxucture or function of 
the body. As noted in Section II, we do not agree with 
the assertion in Petition No. 2 that “cigarette filters 
which are designed and sold to remove tar, nicotine or 
hwrnf1.11 gases from tobacca smoke” fall squarely witi 
the literal defmition of “device,” Manufact~ers of de- 
tached filters which are jntended to remove tar, nico- 
tine, and gases or to aid the smoker to reduce or stop 
smoking may be responding to consumer demand for 
a low tar, low nicotine, low gas cigarette, or a stop 
smoking aid to enable Ehem to reduce the costs of 
smoking or eliminate the odor associated with smoking, 
etc. Only if detached mters intended for these purposes 
are coupled with other evidence that, when viewed 
together, e&b&h the requisite intended use, wiu the 
products come’ within FDA’s jtisdiction. 

As noted’ in Section 11, a claim of general or com- 
parative safety, without more, FpilI not usually cause a 
product to be subject to the Act, Many products are 
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designed and sold to be used to reduce the exposure of 
humans to hazardous substances. For example, cata- 
lytic convertors and lead-free gasoline for use with 
automobiles are designed to reduce the exposure of 
humans to Iead and hazardous by-products of gasoline 
combustion. These products, however, are not deemed 
to be within the Agency’s jurisdiction, The deter- 
mination that a product ia properly regulated under the 
Act is not left to FDA’s unbridled discretioti but must 
be in accordance with the statutory defition. United 
Stutes v, 62 Case8 ofJm,340 U.S.593(1950). ' 

ASH’B contention that consumer uBe of (or re- 
searchers’ intent with respect to) .detached filters 
brings these products within FDA’s jurisdiction is 
identical to petitioner’s discussion of attached fiIters. 
Our position js the same as discuseed under Section I’I 
of this letter, as supplemented by our discussion above 
of evidence of intended use. 

Therefore, Petition No. 2 has not provided evidence 
establishing FDA’s jurisdiction over all detached 
flt.er~. As &ted above, we have concluded that FDA 
ha.s jurisdiction over particular detached filters for 
which the evidence of the requisite intended use haa 
been shown in Petition No. 2. The evidence in Petition 
No. 2 has also established that detached filters have 
been marketed with labeling and advertising which do 
not provide evidence of the re&M..e intended u8e. 

FDA may have previously responded to inquiries 
regarding detached cigarette filters intended to aid the 
smoker to reduce or stop smoking.. As noted under 
Se&ion II with respect to attached filters, thie response 
sets forth FDA’s position and rescinds any earlier 
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correspondence or opinions concerning detached filters 
that may be in conflict, 

IV. Rulemaking 

ASH has requested that FDA commence rolemaking 
proceedings lo establish the means by which FDA 
should exercise its jurisdictipn over cigarettes and 
attached and detached Giters as tiedid devices. In the 
FEDERAL REGISTER of November 2, 1979, FDA 
stated that it was not issuing a proposed regulation to 
classify cigarette R2ters pending action on ASH’s peti- 
tion (44 FR 63292 at 63299). ASH’s request to com- 
mence tiemaking is granted in part and denied in part. 

Insofar as nilemaking would relate to cigaretks or 
attached filters as customtiy marketed, we have con- 
cluded that FDA has no jurisdiction under section 
20101) of the Act. Therefore, no rulemaking is perrnis- 
sible as a matter of law. 

Insofar a6 rulemabg would relate to detached 
filters, we have concluded that FDA has jurisdiction 
under section 201(b) of the Act over Borne, but not all 
detached filters. We are granting your request thai 
FDA institute rulemaking with respect to those de- 
tached filters over which i?DA has jurisdiction, 

In accordance with 21 CFR Part 860, FDA will 
propose to classify detached filters that are medical 
devices. FDA currently does not intend to institute 
other ruiemaking proceedings specifically for these 
detached filters. However, rulemaking that FDA in&i- 
tutes with respect to other articles may also be appli- 
cable to detached Mere that are rlp~+pnc 
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Sincerely yours, 

Id LU&XX~LEI 
Fqr JERE E. GOYAN 

Commissioner of Food and Drugs 

.” 
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